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Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the AE
reporting process.
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In the past, it was necessary to call IDB within 24 hours (this still appear s in many
protocols).  Since AdEERS is now available on-line, the NCI requires that you use
it instead and will instruct you to do so if you call. Refer to NCI AdEERS  Reporting
Requirements document or SAE 24 hr notification guidelines.

Note 1:  Institutional requirements may vary.
However, it is an OPRR requirement that the
IRB be notified within 5 days of any serious AE.
   

The FDA Medwatch form 3500 can be submitted
on-online or the form can be downloaded and
faxed.  The 3500A cannot be submitted on-line
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DCTD: NCI Division of Cancer Treatment and Diagnosis
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Note 2:
      DSMB: Data Safety and Monitoring Board
      IRB: Institutional R eview Board

This flow diagram does not currently represent
the flow of the  Division of Cancer Prevention
(DCP) data capture and reporting processes.
DCP Process to be diagrammed.

Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the AE
reporting process.
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Study AE form

Where is
clinical trials

Db?

Enter data into ACES
system via the web

(Theradex) OR complete
paper version and submit

to CTMS

Enter data into
in-house
database

Forms
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entry into Clinical
Trials Db
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Assigned to CTMS via ACES OR
no inhouse system so
ACES is being used

Study coordinated by
Coop Group or Pharmaceutical
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Theradex via ACESLink OR
send paper version to CTMS
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AdEERS/Medwatch

submitted by
another participating

institution

Complete
institutional AE
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supporting
documents

At COH, a different AE report
form is used for external AEs.
SAEs are sent to DSMB and
then to IRB.  Others are sent
only to DSMB.
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Receive notification
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participating
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PIs in the other institutions
participating in the study (or a  study
using the same drug) are
responsible for notifying their IRB
according to policies established in
their institution.
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Distribute safety
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protocols using
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Y

Queries/comments back to the
originator of the AE/AER can be made
by any subset and at any time during
the AE reporting process.

Queries/comments back to the
originator of the AE/AER can be made
by any subset and at any time during
the AE reporting process.
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Queries/comments back to the originator
of the AE/AER can be made by any subset
and at any time during the AE reporting
process.

Queries/comments back to the originator
of the AE/AER can be made by any subset
and at any time during the AE reporting
process.

Queries/comments back to the originator
of the AE/AER can be made by any subset
and at any time during the AE reporting
process.

Note:
If a participant in a cooperative group submits da ta
to a cooperative group, then the cooperative group
runs the checks and submits the data to CDUS.
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can be entered

via web
application)
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Receives MedWatch
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(commercial drug  OR
Medical Devices AEs)

CSAERS is not currently being used.
Submissions to DCP are entered into
AdEERS (?)

Office of
Biotechnology
Activities (OBA)
receives Gene
Transfer AEs

Investigational
Drug Branch

gets copies of
Medwatch SAEs

Send automated
mass email

correspondence
to physicians/PIs

Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the
AE reporting process.

Queries/comments back to the originator of the AE/AER
can be made by any subset and at any time during the
AE reporting process.
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